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DETAILED ACTION 

This office action is in response to the RCE filed 20 October 2008. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 11, 13, and 35-41 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Noone et al. (U.S. Patent 6,591,472), in view of Benjamin (U.S. 
Patent 6,245,053). 

Regarding Claim 1 , Noone et al., hereafter "Noone," show that it is known to 
carry out a method of forming a catheter (Abstract) comprising providing a braid layer 
having a distal end and a proximal end, an inner lubricious liner positioned within the 
braid layer (Column 8, lines 33-34, 49-50); securing a first polymer segment over the 
braid layer, the first polymer segment being positioned proximal of the distal end of the 
braid layer, the first polymer segment having a distal end and a proximal end (Column 
9, lines 16-17); cutting through the braid layer and the inner lubricious liner at a cutting 
position proximate the distal end of the first polymer segment and removing a portion of 
the braid layer that extends distally of the cutting position (Figures 5-6); and subsequent 
to cutting through the braid layer and the inner lubricious layer, securing a second 
polymer over the braid layer, the second polymer segment extending over the first 
polymer segment and extending distally of the cutting position (Figure 8, element 45, 
1 45; Column 9, lines 1 9-20; Column 1 2, lines 9-1 1 , 35-37, 52-61 ). Noone does not 
show the second polymer segment extending distally and proximally of the cutting 
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position. Benjamin shows that it is known to carry out a method wherein a second 
polymer segment is placed over a first polymer segment and a braid layer, wherein the 
second polymer segment extends distally and proximally of the cutting position (Figures 
6-7; second polymer segmental 30; Column 9, lines 28-53). It would have been prima 
facie obvious to one of ordinary skill in the art at the time the invention was made to use 
Benjamin's second polymer segment over Noone's braided layer and first polymer 
segment in order to apply the desired compression to the first polymer segment and 
braided layer while bonding together. 

Regarding Claim 1 1 , Noone shows the process as claimed as discussed in the 
rejection of Claim 1 above, including a method wherein the second polymer segment 
comprises in combination a proximal segment configured to overlay the braid layer, an 
intermediate segment configured to overlay the first polymer segment, and a distal 
segment configured to form a distal tip (Figure 8, element 75, 145), meeting applicant's 
claim. 

Regarding Claim 13, Noone shows the process as claimed as discussed in the 
rejection of Claim 1 above, including a method wherein providing the braid layer 
comprises providing a braid layer that extends sufficiently distally of the cutting position 
to substantially prevent braid flaring at the cutting position (Figure 5, element 70), 
meeting applicant's claim. 

Regarding Claim 35, Noone shows that it is known to carry out a method of 
forming a catheter (Abstract), comprising cutting a catheter subassembly at a cutting 
location (Figure 5, location 125), the subassembly having proximal and distal ends, an 
inner layer (Figure 5, element 65), a reinforcement layer on the inner layer (Figure 5, 
element 70), and a securement layer disposed over at least a portion of the 
reinforcement layer (Figure 5, element 100); removing the inner layer, the reinforcement 
layer, and the securement layer distally of the cutting location (Figure 6); and 
subsequent to removing the inner layer, the reinforcement layer, and the securement 
layer distally of the cutting location, securing a polymeric outer segment over at least 
the securement layer such that a portion of the polymeric outer segment extends distally 
of the cutting location (Figure 8, element 45, 145; Column 9, lines 19-20; Column 12, 
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lines 9-1 1 , 35-37, 52-61 ). Noone does not show the curve of the second polymer 
segment. Benjamin shows that it is known to carry out a method wherein a second 
polymer segment is secured over a first polymer segment and a braided layer, wherein 
the second polymer segment has a curved portion (Figure 7). It would have been prima 
facie obvious to one of ordinary skill in the art at the time the invention was made to use 
Benjamin's second polymer segment over Noone's braided layer and first polymer 
segment in order to apply the desired compression to the first polymer segment and 
braided layer while bonding together. 

Regarding Claim 36, Noone shows the process as claimed as discussed in the 
rejection of Claim 35 above, including a method further comprising forming a portion of 
the polymeric outer segment into a distal tip for the catheter (Figure 8, element 25), 
meeting applicant's claim. 

Regarding Claim 37, Noone shows the process as claimed as discussed in the 
rejection of Claim 35 above, including a method further comprising assembling the 
catheter subassembly by providing an inner subassembly having the reinforcement 
layer disposed on the inner layer (Figure 5, elements 65, 70); and disposing the 
securement layer on the inner subassembly by securing a securement segment thereon 
(Figure 5, element 100), meeting applicant's claim. 

Regarding Claim 38, Noone shows the process as claimed as discussed in the 
rejection of Claim 37 above, including a method wherein the reinforcement layer has a 
distal end, the securement layer has a distal end, and the step of disposing the 
securement layer on the inner subassembly is performed such that the distal end of the 
reinforcement layer extends distally beyond the distal end of the securement segment 
(Figure 5, elements 70, 100), meeting applicant's claim. 

Regarding Claim 39, Noone shows the process as claimed as discussed in the 
rejection of Claim 35 above, including a method wherein the reinforcement layer 
comprises a braided member (Column 8, lines 49-51), meeting applicant's claim. 

Regarding Claim 40, Noone shows that it is known to carry out a method of 
forming a catheter (Abstract) comprising providing a braid layer having a distal end and 
a proximal end (Column 8, lines 33-34, 49-50); positioning an inner lubricious liner 
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within the braid layer (Column 8, lines 33-34, 49-50); securing a first polymer segment 
over the braid layer, the first polymer segment being positioned proximal of the distal 
end of the braid layer (Column 9, lines 16-17); cutting through the braid layer and the 
inner lubricious liner at a cutting location proximal of the distal end of the braid layer, 
thereby forming a catheter subassembly including the inner lubricious liner, the braid 
layer, and the first polymer segment, the catheter subassembly having a distal end 
defined at the cutting location (Figures 5-6); and securing a second polymer over the 
catheter subassembly, the second polymer segment extending over the first polymer 
segment of the catheter assembly and extending distally of the distal end of the catheter 
subasembly (Figure 8, element 45, 145; Column 9, lines 19-20; Column 12, lines 9-1 1 , 
35-37, 52-61 ), wherein the step of securing the second polymer segment over the 
catheter subassembly is performed subsequent to the step of cutting through the braid 
layer (Column 9, lines 1 9-20; Column 1 2, lines 9-1 1 , 35-37, 52-61 ). Noone does not 
show the second polymer segment extending distally and proximally of the cutting 
position. Benjamin shows that it is known to carry out a method wherein a second 
polymer segment is placed over a first polymer segment and a braid layer, wherein the 
second polymer segment extends distally and proximally of the cutting position (Figures 
6-7; second polymer segmental 30; Column 9, lines 28-53). It would have been prima 
facie obvious to one of ordinary skill in the art at the time the invention was made to use 
Benjamin's second polymer segment over Noone's braided layer and first polymer 
segment in order to apply the desired compression to the first polymer segment and 
braided layer while bonding together. 

Regarding Claim 41, Noone shows the process as claimed as discussed in the 
rejection of Claim 40 above, including a method wherein providing the braid layer 
comprises providing a braid layer that extends sufficiently distally of the cutting position 
to substantially prevent braid flaring at the cutting position (Figure 5, element 70), 
meeting applicant's claim. 
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Claims 2-5, 7, and 9-10 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Noone and Benjamin, in view of Wilson (U.S. Patent 5,951 ,929). 

Regarding Claim 2, Noone teaches the invention of claim 1 as discussed 
above, but does not expressly teach that the first polymer segment has a melting point 
that is at least about 10°F above a melting point of the second polymer segment. 
Wilson teaches using a blend of PEBA and approximately 30% BAS0 4 (column 8, lines 
32-33), which melts at a range of 385-400°F as the second polymer segment (column 
8, lines 60-62) and ANRITEL™ as the first polymer segment, which melts at a 
temperature of 425°F (column 9, lines 21-36). Thus, Wilson teaches that the first 
polymer segment has a melting point that is at least 10°F (25°F) above the melting 
point of the second polymer segment. It would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made to use Wilson's materials 
during Noone's method in order that the first polymer segment will not remelt upon 
application of the second polymer segment (Wilson, column 9, lines 41-50). 

Regarding Claim 3, Noone shows the process as claimed as discussed in the 
rejection of Claim 1 above, but he does not show using shrink tubes. Wilson shows that 
it is known to carry out a method wherein securing the first polymer segment comprises 
positioning a heat shrink tube over the first polymer segment and applying sufficient 
heat and pressure to melt the first polymer segment (Column 7, lines 57-67; Column 8, 
lines 1-5). It would have been prima facie obvious to one of ordinary skill in the art at 
the time the invention was made to use Wilson's heat shrink tube during Noone's 
method in order to most efficiently bond the materials together. 

Regarding Claim 4, Noone shows the process as claimed as discussed in the 
rejection of Claim 1 above, but he does not show using shrink tubes. Wilson shows that 
it is known to carry out a method wherein securing the second polymer segment 
comprises positioning a heat shrink tube over the second polymer segment and 
applying sufficient heat and pressure to melt the second polymer but not enough heat to 
melt the first polymer segment (Column 8, lines 52-65). It would have been prima facie 
obvious to one of ordinary skill in the art at the time the invention was made to use 
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Wilson's heat shrink tube during Noone's method in order to most efficiently bond the 
materials together. 

Regarding Claim 5, Noone shows the process as claimed as discussed in the 
rejection of Claims 1 and 4 above, but he does not show specific melting points. Wilson 
teaches that the first polymer segment has a melting point that is greater than about 
400°F and the second polymer segment has a melting point that is less than about 
400°F. Wilson teaches using a blend of PEBA and approximately 30% BAS0 4 (column 
8, lines 32-33), which melts at a range of 385-400°F as the second polymer segment 
(column 8, lines 60-62) and ANRITEL™ as the first polymer segment, which melts at a 
temperature of 425°F (column 9, lines 21-36). It would have been prima facie obvious 
to one of ordinary skill in the art at the time the invention was made to use Wilson's 
specific materials for Noone's method in order for the final article to have the specific 
end-use chemical and physical properties. 

Regarding Claim 7, Noone shows the process as claimed as discussed in the 
rejection of Claim 1 above, but he does not show a specific material. Wilson teaches 
the first polymer segment comprises a polyether-ester elastomer (column 9, lines 20- 
25). It would have been prima facie obvious to one of ordinary skill in the art at the time 
the invention was made to use Wilson's specific materials for Noone's method in order 
for the final article to have the specific end-use chemical and physical properties. 

Regarding Claim 9, Noone shows the process as claimed as discussed in the 
rejection of Claim 1 above, but he does not show a specific material. Wilson teaches 
the heat shrink tube comprises a perfluoro (ethylene-propylene) copolymer (column 8, 
lines 50-54). It would have been prima facie obvious to one of ordinary skill in the art at 
the time the invention was made to use Wilson's specific materials for Noone's method 
in order for the final article to have the specific end-use chemical and physical 
properties. 

Regarding Claim 10, Noone shows the process as claimed as discussed in the 
rejection of Claim 1 above, but he does not show a specific material. Wilson teaches 
the heat shrink tube comprises a perfluoro (ethylene-propylene) copolymer (column 8, 
lines 50-54). It would have been prima facie obvious to one of ordinary skill in the art at 
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the time the invention was made to use Wilson's specific materials for Noone's method 
in order for the final article to have the specific end-use chemical and physical 
properties. 

Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Noone, 
Benjamin, and Wilson, further in view of Zadno-Azizi (US 2004/0015150). Noone 
teaches the invention of claim 4 as discussed above, but fails to explicitly teach that the 
second polymer segment has a melting point that is about 350°F. Zadno-Azizi teaches 
a catheter outer coating (PEBAX) that has a melting point at about 350°F (paragraph 
0177). It would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to use a material with Zadno-Azizi's specific melting point 
for Noone's method in order for the final article to have the specific end-use chemical 
and physical properties. 

Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Noone 
and Benjamin, in view of Ashiya et al (5,947,925), as stated in the paper mailed 21 
September 2005. Noone teaches the invention of claim 1 as discussed above but fails 
to explicitly teach that the second polymer segment comprises a acetal 
resin/polyurethane blend. Ashiya et al., hereafter "Ashiya," teaches the second polymer 
segment comprises an acetal resin/polyurethane blend (column 6, lines 40-61, 
polyoxymethylene is an acetal resin). It would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made to use Ashiya's specific 
material for Noone's method in order for the final article to have the specific end-use 
chemical and physical properties. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MONICA A. HUSON whose telephone number is 
(571 )272-1 1 98. The examiner can normally be reached on Monday-Friday 7:00am- 
4:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Johnson can be reached on 571-272-1 176. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Monica A Huson 
Primary Examiner 
Art Unit 1791 

/Monica A Huson/ 

Primary Examiner, Art Unit 1791 



